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DETAILED ACTION 

Status of Claims 

Claims 1-27 are pending. Claims 1-27 are examined on the merits. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(a- 
d) is acknowledged. Applicant has not complied with one or more conditions for 
receiving the benefit of an earlier filing date under 35 U.S.C. 119(a-d) as follows: 

In order to receive the benefit of the earlier foreign filing date applicant must 
supply a certified copy of ISRAEL 151288 filed on 8/15/2002. 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) 
or under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. 119(e) as follows: 

The later-filed application must be an application for a patent for an invention, 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 
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The disclosure of tine prior-filled application, Application No. 60/314,640, fails to 
provide adequate support or enablement in the manner provided by the first paragraph 
of 35 U.S.C. 1 1 2 for one or more claims of this application. Instant claims 1,13 and 1 5 
comprise two "environmentally" responsive polymeric components. Instant claims 1, 6, 
7, 8, 26 and 27 state insertion into the "human" body. No support for "environmentally" 
or "human" is found in the priority document. Instant claim 10 recites "diversity of spatial 
arrays are obtained, dispersed homogeneously or heterogeneously, isotropically or 
anisotropically within the system, generating macro, micro or nanoscopic independent 
or interconnected domains within the system.", however, no support for this description 
of the solid component is found in the priority document. Instant claim 11 recites 
"random" or "alternating" reverse thermo-responsive PEO-PPO block copolymers, 
however no support is found in the priority document. Instant claim 12 recites "a 
poiy(all<yl-co-oxyalkylene) copolymer having the formula R-(0CH2CH)n-0H, where R is 
an hydrophobic monofunctional segment selected from a group consisting of 
poly(tetramethylene glycol), poly(caprolactone), poly(lactic acid), poly(siloxane) and 
combinations thereof, a poly(alkyl-co-oxyalkylene) copolymer having the formula [-R'- 
(0CH2CH)n-0]pH, where R' is a bifunctional or multifunctional hydrophobic segment, a 
poly(N-alkyl substituted acrylamide)s, cellulose and cellulose derivatives and 
combinations thereof." No support is found for the limitation of instant claim 12 in the 
priority document. Instant claim 14 recites "ultrasound" radiation, of which only support 
for radiation is found, not for ultrasound. Instant claims 15 and 20 state the components 
contain "organic" or "inorganic" materials, however no support for such components is 
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found. Instant claim 22 states the responsive component contains components of 
biological origin selected from a group consisting of "elastin, a collagenous material, 
albumin, a fibrinous material, demineralized tissue or an acellular tissue matrix and 
combinations thereof.", however no support for this group is found. Instant claim 24 
recites "ex vivo as well as in vivo", yet no support is in the priority document. Instant 
claims 15 and 27 state "non-responsive", however no support for such a group is found 
in the priority document. 

Therefore, in light of the above referenced claim limitations, the priority date is 
set at 8/22/2002. 

Specification 

The disclosure is objected to because of the following informalities: p[00075] and 
p[00076] should be connected as one paragraph. The specification contains what 
appears to be references to the International Search Report, for example, "(D3)" in 
p[00079] and "(D4)" in p[00081]. These identifiers have no meaning within the instant 
disclosure and must be removed. Applicant's assistance is requested in finding 
additional occurrences of these identifiers. 

The use of the trademarks PLURONIC, TETRONIC and JEFFAMINE (p[00050] 
has been noted in this application. It should be capitalized wherever it appears and be 
accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 
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Appropriate correction is required. 

Claim Objections 

Claims 9 and 26 are objected to because of the following informalities: There are 
two (2) claims numbered 26. Claim 9 line 3 contains "vrious"; it should be "various". 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 1^* Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which It pertains, or with which It Is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the Inventor of carrying out his Invention. 

Claims 1-27 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Instant claim 1 recites "polymer components 
capable of undergoing a transition that results in a sharp increase in viscosity in 
response to a change in temperature at a predetermined body site", however the 
disclosure does not teach all the polymeric components capable of undergoing such a 
sharp change in viscosity. Furthermore, no guidance is given on how to determine 
which polymers components would undergo such a transition. Instant claim 10 recites a 
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"diversity of spatial arrays are obtained, dispersed lionnogeneously or heterogeneously, 
isotropically or anisotropically within the system, generating macro, micro or nanoscopic 
independent or interconnected domains within the system", however the specification 
does not reasonably convey how to engineer solid components in the system having a 
diversity of spatial arrays. Instant claim 14 recites "ultrasound radiation", however the 
specification is silent on which polymer compounds are affected by "ultrasound" when 
used as a stimuli and the effect on the polymer from ultrasound. Instant claim 27 recites 
that the "non-responsive material polymerizes and/or crosslinks", however no 
description exists that explains how a "non-responsive" material is actually crosslinking 
or polymerizing upon insertion into a body. Furthermore, in both claims 15 and 27 there 
is no guidance to determine what structures are "non-responsive". 

Claims 2-9, 11-13 and 16-26 are rejected as depending from rejected claims. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 3, 10, 23 and 24 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. The term "sharp" in claims 1 and 3 is a 
relative term which renders the claim indefinite. The term "sharp" is not defined by the 
claim, the specification does not provide a standard for ascertaining the requisite 
degree, and one of ordinary skill in the art would not be reasonably apprised of the 
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scope of the invention. A "sharp" increase in viscosity in response to a change in 
temperature does not set forth in a distinct manner the actual increase in viscosity the 
Applicant is trying to convey. Neither does the term convey any particular rate of time 
for such increase in viscosity. Claim 10 recites the limitation "said solid components" in 
line 8 of the claim. There is insufficient antecedent basis for this limitation in the claim. 

Claim 23 is narrative and indefinite, failing to conform with current U.S. practice. 
It appears to be a literal translation into English from a foreign document. Claims 23 
and 24 are interpreted as merely the intended use of the polymeric system without any 
structural components to determine the metes and bounds of the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4, 6-9, 13, 15, 19, 20, 23, 25(flrst of the claims numbered 26), and 27 
are rejected under 35 U.S.C. 102(a & e) as being anticipated by PIAO et al. (WO 
01/82970 see PTO-892). 
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PIAO teaches a water soluble biodegradable reverse thermal gelation system 
comprising a mixture of at least two types of tri-block copolymer components. The two 
or more triblock copolymers of PIAO consist of biodegradable polyester and 
polyethylene glycol (PEG) blocks. See e.g. page 1 lines 1-10; instant claims 1 and 3. 
The two triblocks have different thermal gelation properties. See e.g. page 20 lines 26- 
27 in Example 7; instant claim 1 . The viscosity changes when heated. See e.g. page 6 
line 30 to page 7 line 10; instant claims 2 and 3. The components are in an aqueous 
solution. See e.g. claim 14; instant claims 6 and 7. A component of the system can be 
in the solid or gel state at insertion. See e.g. page 14 lines 7-8; instant claim 8. Claim 9 
does not add any new structural limitations, referring only to how the polymeric 
component can be adapted to different morphological forms, and since polymeric 
compounds, specifically those of PIAO can adapt to any shape or form the claim is 
anticipated. The reference teaches the polymeric components can be different. See 
e.g. page 3 lines 10-12 and Example 7 lines 26-27; instant claim 13. The system 
comprises drugs with biological roles, specifically polypeptides and proteins, genes, 
hormones and anti-cell proliferation agents. See e.g. claims 14 and 17; instant claims 
14, 15, 19 and 20. Claim 23 is interpreted as having no additional structural limitations 
from claim 1 and because PIAO teaches within the art of implants for post-surgical 
adhesions/tissue engineering, PIAO anticipates claim 23. The "displaying initially a 
defined interface" in Claim 25(i.e. the first claim numbered 26) is interpreted as 
occurring whenever two or more polymeric compounds are in contact, whether as a 
mixture or other morphological form. See e.g. Claims 1 and 2; instant claim 25. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any Inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

phor art under 35 U.S.C. 103(a). 
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Claims 5, 10-12, 14, 16-18, 21, 22 and 24 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over PIAO in view of COHN et al. (US 2003/0082235 see PTO- 
892). 

PIAO teaches a water soluble biodegradable reverse thermal gelation system 
comprising a mixture of at least two types of tri-block copolymer components, as 
described above. PIAO further teaches that the two copolymers can be the same. See 
e.g. Table 1, page 10; instant claim 5. 

PIAO does not explicitly teach PEO-PPO-PEO triblocks, polymeric components 
that are crosslinl<ed or the use of living cells or elastin. 

COHN teaches reverse thermo-responsive polymeric systems comprising 
environmentally responsive components in an aqueous solution which undergoes a 
change in viscosity. The responsive component is a segmented block copolymer 
comprising PEO and PPO chains, wherein the PEO and PPO are connected via a chain 
extender. See e.g. p[0049] and Example 1; instant claims 11 and 12. The polymer is 
crosslinked. See e.g. p[0057], p[0016] and p[0006]; instant claims 16-18. The 
components can be of biological origin, specifically elastin, collagenous material, 
albumin, demineralized tissue, a cellular tissue matrix and combinations thereof. See 
e.g. claim 25; instant claim 22. The reference teaches the use of living cells in the 
system. See e.g. claim 22; instant claim 21 and 24. The different polymeric 
compositions are engineered to display different degradation kinetics, designed to cover 
a broad range of mechanical properties. See e.g. p[0053] and p[0014]; instant claim 10. 
The prior art describes the use of responsive polymer networks exhibiting reverse 
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gelation triggered by pH and ionic strength for use in tissue engineering and drug 
delivery. See e.g. p[0006]; instant claim 14. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to make a composition comprising two derived responsive 
polymeric components in particular triblocks derived from PEG and PPO with poly ester 
chains that display different gelation behavior, as taught by PIAO in view of COHN. 
One of ordinary skill in the art at the time the invention was made would have been 
motivated to combine these elements into a single composition because the polymeric 
components are non-toxic and suitable for tissue engineering, as taught by COHN. 
Absent any evidence to the contrary, and based upon the teachings of the prior art, 
there would have been a reasonable expectation of success in practicing the instantly 
claimed invention. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TRISTAN J. MAHYERA whose telephone number is 
571-270-1562. The examiner can normally be reached on Monday through Thursday 
9am-7pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL P. WOODWARD can be reached on 571-272-8373. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Tristan J Mahyera/ 
Examiner, Art Unit 1615 

/Michael P Woodward/ 
Supervisory Patent Examiner, Art Unit 1615 



